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Docunent Managenent Branch, (HFA-305)
Food and Drug Adm nistration

5630 Fishers Lane, Room 1061
Rockvill e, Maryland 20852

Docunent #: 97N-484S
To Wiom It My Concern:

I amwiting in response to the FDA proposal to regulate
allograft tissue. | hope that the regulations will not
increase the cost of providing a nuch needed product. |
hope that the FDA regulations will not lead to the
decreased supply of bone products because of nultiple
regul ations and requirenments that nmay be added to the
handl i ng of such products. There are a great deal of

saf ety concerns that have been addressed in the past.
There have been little if any side effects, especially in
ny practice related to the use of banked bone. Wt hout

appropriate docunentation, | do not foresee a need for the
FDA's need to regulate allograft tissue. Patients.greatly
depend on allograft tissue. It cuts down the cost of

hospitalization, surgery and, therefore, the overall health
care costs.

If you have any questions about this, please do not
hesitate to call or wite.

Best Regards,

L. 206y

Dan EE Mulli, D.O, F.ACOQOS.
DEM dj r dr: 11/30/99/TSI39024

cC: E. Ron Pickard, President
Met roni cs Sof anor Danek
1800 Pyram d Pl ace
Menphi s, Tennessee 381-32
FAX: 901- 344- 1570
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